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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 

WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and wiW expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent temi adjustment. See 37 CFR 1 .704(b). 
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3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
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4) ^ Claim(s) 1-20 is/are pending in the application. 
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DETAILED ACTION 
Drawings 

The drawings are objected to as failing to comply with 37 CFR 1 .84(p)(5) 
because they include the following reference character(s) not mentioned in the 
description: 25a and 21a. Corrected drawing sheets in compliance with 37 CFR 
1.121(d), or amendment to the specification to add the reference character(s) in the 
description in compliance with 37 CFR 1.121(b) are required in reply to the Office action 
to avoid abandonment of the application. Any amended replacement drawing sheet 
should include all of the figures appearing on the immediate prior version of the sheet, 
even if only one figure is being amended. Each drawing sheet submitted after the filing 
date of an application must be labeled in the top margin as either "Replacement Sheet" 
or "New Sheet" pursuant to 37 CFR 1 .121(d). If the changes are not accepted by the 
examiner, the applicant will be notified and informed of any required corrective action in 
the next Office action. The objection to the drawings will not be held in abeyance. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 

Claims 1-8.10 and 17-20 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Gabbay (U.S. Patent No. 4,279,248). 
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Gabbay discloses a sternal closure device comprising at least one first bearing 
member (10'), one second bearing member (10), one sternum joining member (20) 
engaging the first and second bearing members and the at least one sternum joining 
member adapted to traverse the exposed cancellous surfaces at the sternal incision 
margins (6) of the first and second portions and begin composed of stainless steel. The 
sternum joining member, that is arcuate, is comprised an axis, a first end, and a second 
end, wherein the first end is connected to the first bearing member and the second 
bearing member is adapted to engage the second end of the sternum joining member. 
Gabbay also discloses a plurality of sternum joining member connected to a plurality of 
first bearing member that are connected via a flexible member (see Fig. 4). The 
sternum joining member is considered flexible because it is expandable with respect to 
the first and second bearing members allowing for different spacing with various 
patients and/or locations. The first and second bearing members comprises a sternum 
contacting surface, a protrusion having a first end and a second end wherein the first 
end of the protrusion is attached to the sternum contacting surface and wherein the 
second end of the protrusion is engaged with the sternum joining member (see Figure 1 
below). The sternum joining member perpendicularly transverses the exposed 
cancellous surfaces at the sternal incision margins of the first and second sternal 
portions. 
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Figure 1 (Altered from Gabbay '248 Fig. 3) 
Gabbay also discloses a kit to create and guide hole into the sternum comprising a drill 
as well as a grasping device (24). 



Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claim 9 is rejected under 35 U.S.C. 103(a) as being unpatentable over Gabbay 
(U.S. Patent No. 4,279,248) in view of Hogendijk et al. (U.S. Patent No. 6,051,007). 

Gabbay discloses the claimed invention except for using a securing means that 
consists of a ratchet or ratchet type surface. Hogendijk discloses a ratchet mechanism 
so that the dimensions between the opposed clam members can be adjustably selected 
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to fit a particular patient (Col. 6, paragraph 2). It would have been obvious to one skilled 
in the art at the time the invention was made to have made the sternum joining member 
of Gabbay with a ratchet mechanism in view of Hogendijk et al. in order to have an 

alternate way to adjustably fit the device to the patient. 

Claims 11-14 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Gabbay (U.S. Patent No. 4,279,248) in view of Michelson (U.S. Patent No. 7,094,239). 

Gabbay discloses the claimed invention except for the device parts to be coated 
with a material containing at least one therapeutic agent such as antibiotics, the device 
parts to be made of a polymer selected from a group such as polyethylene, or using 
nitinol. Michelson discloses having a screw coated with biologically active chemical 
agents including but not limited to antibiotics for promoting bone formation (Col. 12, 
lines 59-65). It would have been obvious to one skilled in the art at the time the 
invention was made to construct the device of Gabbay with a coating of a therapeutic 
agent in view of Michelson, in order to have a device the will increase bone formation. 
With respect to claims 1 1 and 12, it would have been obvious to one having ordinary 
skill in the art at the time the invention was made to the device using a polyethylene or 
nitinol, since it has been held to be within the general skill of a worker in the art to select 
a known material on the basis of its suitability for the intended use as a matter of 
obvious design choice. In re Leshin, 125 USPQ 416. 



Allowable Subject Matter 
Claims 15 and 16 are allowed. 
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Conclusion 



The prior art made of record and not relied upon is considered pertinent to . 
applicant's disclosure. See PTO-892 for art cited of interest. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael J. Araj whose telephone number is 571-272- 
5963. The examiner can normally be reached on M-F 8am-5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eduardo Robert can be reached on 571-272-4719. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 



For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (BBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




MJA 




